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1 

Animals Covered 

By The Animal 
Welfare Regulations 

I 

B . Number of animal 
being bred, 
conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not ye 
used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no pain, 
distress, or use o 
pain-relieving 
drugs. 

D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals an 
for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching, experiments, 
research, surgery or tests were conducted involving 
accompanying pain or distress to the animals and for wh 
the use of appropriate anesthetic, analgesic, or tranquili 2 
drugs would have adversely affected the procedures, res 
or interpretation of the teaching, research, experiments, 
surgery, or tests. ( An explanation of the procedures 
producing pain or distress in these animals and the reasc 
such drugs were not used must be attached to this report 

F. 

TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 

4. Dogs 

— 

-- 

-- 

— 

— 

5. Cats 

— 

— — 

— 



_ _ 

6. Guinea Pigs 

OO 

ro 

487 

373 

1.173 

. 2,033 . 

7. Hamsters 

103 

857 

0 

533 

1,390 _ 

8, Rabbits 

0 

0 

177 

0 

117 

9. Non-human Primates 

-- 

— 

— 

— 



10. Sheep 

-- 

-- 

— 

— 

__ 

11. Pigs 

— 

— 

— 





12. Other Farm Animals 

— 

— 

— 

— 









13. Other Animals 

— 

— 

— 

— 

— 




















| ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anestetic, analgesic, and tranquilizing drugs, prior to, during, and following actual res« 
teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal investigator and ap 
Institutional Animal Care and Use Committee (IACUC). A summary of all such exceptions Is attached to this annual report. In addition to identifying the lACUC-approved exceptions, this summary inc 
brief explanation of the exceptions, as well as the species and number of animals affected. 


4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and use. 
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ATTACHMENT NO. 1 


Page 1 

of 2007-2008 Report 


Colorado Serum Company 
License No. 84-R-0007 


For FY 2007-2008 Annual Report of Registered Research Facility: 

Each animal in each referenced test was employed in testing a Licensed Veterinary Biological 
product as required by Federal Regulations as codified in Title 9CFR. Humane euthanasia of 
animals on 9CFR required tests is provided for in 9CFR 1 17.4(e) - Animals at Licensed 
Establishments - Test Animals (filed August 1 9, 1 995). This is included as standard testing 
protocol. While limiting the duration of the pain and distress, it does not fulfill the description of 
use as described treatment in Section D of APHIS Form 7023, Page 1 . Therefore, we feel 
obligated to continue to include these test animals in Section E. 

Attending veterinarians and related employees have been informed and Colorado Serum 
Company is complying with this provision. 

Explanation of usage of animals listed in Column E. 

Line Item 6. Guinea Pigs 

1173 guinea pigs were tested causing pain, for which no anesthetic, 
analgesics, or tranquilizers could be used. A detailed breakdown of 
guinea pigs by test reference is provided. 

9CFR 1 1 3.451 (b) Tetanus Antitoxin potency testing - 1 01 9 guinea pigs 

Humane endpoints were addressed for all animals 
on this test, thus reducing the duration of pain and 
suffering. 

9CFR 113.1 06(c) Clostridium Chauvoei Bacterin potency testing - 

112 guinea pigs 

Humane endpoints were addressed for all animals 
on this test, thus reducing the duration of pain and 
suffering. 

9CFR 1 1 3. 1 07(c) Clostridium Haemolyticum Bacterin potency testing - 

42 guinea pigs 

Humane endpoints were addressed for all animals 
on this test, thus reducing the duration of pain and 
suffering. 
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ATTACHMENT NO. 1 


Page 2 
of 2007-2008 Report 


Colorado Serum Company 
License No. 84-R-0007 


Line Item 7 Hamsters 

533 hamsters were tested causing pain, for which no anesthetics, 
analgesics, or tranquilizers could be used. A detailed breakdown of 
hamsters by test referenced is provided. 

9CFR 1 1 3. 1 01 (c) Leptospira Pomona Bacterin potency testing - 
200 hamsters 

The 200 hamsters included required controls for 
potency tests [9CFR 1 13.101(c)(2)], plus necessary 
hamsters required to establish the validity of the 
challenge dose (10 to 10,000 hamster LD50) by 
titration. 9CFR 113.101 (c)(3). 

For all test hamsters, Colorado Serum Company 
specifically has applied provisions of 9CFR 1 17.4(e) 
wherein ill animals were humanely euthanized upon 
reaching a point where death was expected to occur. 

9CFR 1 1 3. 1 02(c) Leptospira Icterohaemonrhagiae Bacterin potency 

testing - 100 hamsters 

The 100 hamsters included required controls for 
potency tests [9CFR 113.102(c)(2)], plus necessary 
hamsters required to establish the validity of the 
challenge dose (10 to 10,000 hamster LD50) by 
titration. 9CFR 1 1 3. 1 02(c)(3). 

For all test hamsters, Colorado Serum Company 
specifically has applied provisions of 9CFR 1 17.4(e) 
wherein ill animals were humanely euthanized upon 
reaching a point where death was expected to occur. 

9CFR 1 13.103(c) Leptospira Canicola Bacterin potency testing - 

82 hamsters 

The 82 hamsters included required controls for 
potency tests [9CFR 113.103(c)(2)], plus necessary 
hamsters required to establish the validity of the 
challenge dose (10 to 10,000 hamster LD50) by 
titration. (CFR 1 1 3. 1 03(c)(3). 
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Page 3 
of 2007-2008 Report 


Line Item 7 


(b)(6), (b)(7)(c) 


Colorado Serum Company 
License No. 84-R-0007 


9CFR 1 1 3. 1 03(c) Continued 

For ail test hamsters, Colorado Serum Company 
specifically has applied provisions of 9CFR 117.4(e) 
wherein ill animals were humanely euthanized upon 
reaching a point where death was expected to occur. 

9CFR 113.1 04(c) Leptospira Grippotyphosa Bacterin potency testing - 

151 hamsters 

The 151 hamsters included required controls for 
potency tests [(9CFR 1 13.104(c)(2)], plus necessary 
hamsters required to establish the validity of the 
challenge dose (10 to 10,000 hamster LD 50 ) by 
titration. 9CFR 113.104 (c)(3). 

For all test hamsters, Colorado Serum Company 
specifically has applied provisions of 9CFR 1 17.4(e) 
wherein ill animals were humanely euthanized upon 
reaching a point where death was expected to occur. 
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totrin is added to the dilutions of antitoxin oMet 'M ; 

titration of one or more unknown antitoxins observed parallei with the 

dilution of the unknown antitoxin ml 7 be used for each 

observed untd they are do^^^^MS^ 86 ’ ^^eousl^ tCongdsSreSe^ ^ 

mis time. they are humanely euthanized and the ' PO^er- At 

satisfactory test, the controls must rea^ tihsmoWwith i mhmirs.: i Fora * 

hours or each other and within an overall time of 60 - ^ 
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but unfortunately death is sometimes the omcoml ^S^^vits "bt *S* 
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Leptospira pomona, Leptospira icterohaemorrhagiae, Leptospira Jnicofow.a 

• ] ^ ^ efl§e 0 pservation penod then the test is considered valid The denreeof ; 

pam and suffering to tie control Asters ^ . 

alternative ur-vitro test that has reproducible and comparable results to the ih-vivo- : ' ' ' 

potency rest would be a much better altemadve replacement testf Until thkhapn 
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The degree of pain and sumenngthe control hamsters endure during this 14 dav 

o servation period is a subjective evaluation given the fact' that hamsters ; cannot • 

communicate with humans. Based on me disease synciome; of Leptospirosis in our 

1 ° ****** Species the cI ¥ cal signs can be mild to severeldhi most . animal species the 

toe4 a ^ r S f ^ - Pl ? itis ’ *P£* sic?tt ^ assumethat . 
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Parameters of hamster behavior used to measure discomfort or pain would include 

^rploration, groommg and posture as well as foodand ^nter consumptibn and mr 

Analgesic use in hamsters: An on-line anVf 
Serum Company’s IACUC (b)(6), (b)(7)(c) revealed v .ei 

analgesia in hamsters (see auacnea aocuments). Buprenorphine 
analgesic for hamsters cited:- The. labeled route is by 
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'• -*iff u — ^uci-Luiuvcsugaxewnetliertbepam or discomfort 

T*”? T t ™ 0rS COUld be reduced **> analgesic via mLt roJTm 
: srudy they found no significant difference in pain or discomfort between the 

buprenotphme treated group and the control group based on their scorinv system. Even 
ex P e ™ e “ was done with mice it wouid.be plausible to compi the 
discomiort or pant from multiple tumors to that wKcfrwould be experienced'by hamsters 
during a systemic leptospirosis infection. Alsp tte'proce^offerX^SS^^ 

wouhT* 4em “ Jectlons 2 7 3 daily would itself be stressful and painful fibre 
ould be a significant zoonotic concern forthe person involved giyine the injections to 
multiple infected hamsters from, the urine Awefeaii increaseSelfgSSS: 
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fact that , 7 ™-" ,7 wuuxu .wuucin namsters is not known. One. concern is the 

d P Ji a J S ? conmion ' symptom with Leptospirosis- and depending on the 

degree anorexia and the fact:that these hamsterslprefi’sunHy housed-yher^^e^so^ . 

c ^So^TW 11 ^ ff mediC: — ^ ® 0n " t :nfigr ff -hdtoanoremkor’ 

competition^ This could also cause some hamsters-, to overdose off 

ail aren t eating, the same am ount off ......... 


Conclusion:. 

Colorado Serum Company’s IACUC has determined that no am 
realistically be expected to relieve an infected hamster from the - 
Leptospirosis especiaHy without concurrent use of antibiotids'tc nsht 
(Leptosprra) since this woulddefeat the purpose, ofthepotmey studh 
works well with acute, sharp post-surgical typepain add would be. * 
value in hamsters suffering from discomfort associated with a svst 
best course of action in our opinion would be to- replace the hamstei 
with an m-vitro test that does not require animal testing for potency 
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October 16, 2008 

Dr. Robert M. Gibbens, DVM 
Director, Western Region Animal Care 
USDA-APHIS-Animal Care 
2150 Centre Avenue 
Building B, Mail Stop #3W1 1 
Ft. Collins, CO 80526 

Dear Dr. Gibbens: 

Enclosed please find our Research Facility Annual Report (APHIS Form 7023). 

Supplementary documents are included which were enclosed with the 2007 Annual Report. 

1. "Investigation into Guinea Pig Analgesia ", dated November 11, 2004. 

2. "Investigation by Colorado Serum Company's IACUC into Hamster Analgesia ", 

dated July 22, 2004. 

In each case we have found no new information which would allow a change in our approach 
to these issues. 

We have also enclosed a description of "Symptoms in Control Guinea Pigs after Challenge with 
Clostridium chauvoet', dated December 19, 2004. 

Throughout this year, provisions in 9CFR 1 17.4(e) were applied to all animals in tests conducted 
according to 9CFR 113.451(b), 9CFR 113.106(c), 9CFR 113.101(c), 9CFR 113.102 (c), 

9CFR 113.103(c), 9CFR 113.104(c) and 9CFR 113.107(c). 

In each test, guinea pigs or hamsters that showed clinical signs of illness due to the test were 
humanely destroyed if the illness progressed to the point when death was certain to occur without 
therapeutic intervention. 

Please contact us if there are any questions. 

Sincerelv. 
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